
 

  

 

 

LOTRONEX REMS Program Patient Education Sheet 


FDA Required Lotronex/alosetron hydrochloride Safety Information 

What is LOTRONEX/alosetron hydrochloride? 

x	 /27521(;�DORVHWURQ K\GURFKORULGH LV D SUHVFULSWLRQ PHGLFLQH RQO\ IRU ZRPHQ ZLWK VHYHUH LUULWDEOH ERZHO V\QGURPH 
�,%6� ZKRVH PDLQ SUREOHP LV GLDUUKHD DQG ZKR GLG QRW JHW WKH UHOLHI QHHGHG IURP RWKHU WUHDWPHQWV� 
/27521(;�DORVHWURQ K\GURFKORULGH KDV QRW EHHQ VKRZQ WR KHOS PHQ ZLWK LUULWDEOH ERZHO V\QGURPH �,%6� RU SDWLHQWV 
XQGHU DJH ��� 

What is the most serious risk information about LOTRONEX/alosetron hydrochloride treatment? 

x	 $ERXW � RXW RI HYHU\ ����� ZRPHQ ZKR WDNH /27521(;�DORVHWURQ K\GURFKORULGH PD\ JHW VHULRXV FRPSOLFDWLRQV RI 
FRQVWLSDWLRQ� $ERXW � RXW RI HYHU\ ����� ZRPHQ ZKR WDNH /27521(;�DORVHWURQ K\GURFKORULGH RYHU D ��PRQWK SHULRG 
PD\ JHW D VHULRXV SUREOHP ZKHUH EORRG IORZ WR SDUWV RI WKH ODUJH ERZHO LV UHGXFHG �LVFKHPLF FROLWLV�� 

x	 7KH VHULRXV FRQGLWLRQ RI LVFKHPLF FROLWLV� DQG RWKHU VHULRXV FRPSOLFDWLRQV RI FRQVWLSDWLRQ� FDQ KDSSHQ VXGGHQO\� 7KHVH 
FRPSOLFDWLRQV PD\ OHDG WR D KRVSLWDO VWD\� DQG LQ UDUH FDVHV� EORRG WUDQVIXVLRQV� VXUJHU\� DQG GHDWK� 

x	 &HUWDLQ SDWLHQWV PD\ EH PRUH OLNHO\ WR GHYHORS D VHULRXV ERZHO FRQGLWLRQ ZKLOH WDNLQJ /27521(;�DORVHWURQ 
K\GURFKORULGH� 7KHVH LQFOXGH ROGHU SDWLHQWV� WKRVH ZKR KDYH RWKHU KHDOWK SUREOHPV DQG WKRVH ZKR WDNH RWKHU PHGLFLQHV 
WKDW PD\ FDXVH FRQVWLSDWLRQ� 

What should I tell my doctor before I start taking LOTRONEX/alosetron hydrochloride? 
x	 7HOO \RXU GRFWRU DERXW DQ\ LOOQHVVHV \RX KDYH� RU RWKHU PHGLFLQHV \RX DUH WDNLQJ RU SODQQLQJ WR WDNH� 

How do I take LOTRONEX/alosetron hydrochloride? 
x	 7DNH /27521(;�DORVHWURQ K\GURFKORULGH H[DFWO\ DV \RXU GRFWRU SUHVFULEHV LW� 

When should I stop taking LOTRONEX/alosetron hydrochloride and call my doctor? 

x	 6WRS WDNLQJ /27521(;�DORVHWURQ K\GURFKORULGH DQG FDOO \RXU GRFWRU ULJKW DZD\ LI \RX JHW FRQVWLSDWHG� LI \RX KDYH QHZ 

RU ZRUVH SDLQ LQ \RXU VWRPDFK DUHD �DEGRPHQ�� RU LI \RX VHH EORRG LQ \RXU ERZHO PRYHPHQWV� 
x	 &DOO \RXU GRFWRU DJDLQ LI WKH FRQVWLSDWLRQ \RX FDOOHG DERXW EHIRUH KDV QRW JRWWHQ EHWWHU� 
x	 'R QRW VWDUW WDNLQJ /27521(;�DORVHWURQ K\GURFKORULGH DJDLQ XQOHVV \RXU GRFWRU WHOOV \RX WR GR VR� LI \RX VWRSSHG 
WDNLQJ LW EHFDXVH \RX JRW FRQVWLSDWHG� 

x 7DON ZLWK \RXU GRFWRU � ZHHNV DIWHU VWDUWLQJ /27521(;�DORVHWURQ K\GURFKORULGH WR UHFKHFN \RXU ,%6 V\PSWRPV� 
x 6WRS WDNLQJ /27521(;�DORVHWURQ K\GURFKORULGH DQG FDOO \RXU GRFWRU LI \RXU ,%6 V\PSWRPV KDYH QRW LPSURYHG DIWHU � 
ZHHNV RI WDNLQJ � PJ RI /27521(;�DORVHWURQ K\GURFKORULGH � WLPHV D GD\� 

x	 ,I \RX VHH RWKHU GRFWRUV DERXW \RXU ,%6 RU SRVVLEOH VLGH HIIHFWV IURP /27521(;�DORVHWURQ K\GURFKORULGH� WHOO WKH 
GRFWRU ZKR SUHVFULEHG /27521(;�DORVHWURQ K\GURFKORULGH� 

7KLV HGXFDWLRQ VKHHW RQO\ GLVFXVVHV WKH PRVW VHULRXV ULVN LQIRUPDWLRQ RI /27521(;�DORVHWURQ K\GURFKORULGH� )RU PRUH 
VDIHW\ LQIRUPDWLRQ DERXW /27521(;�DORVHWURQ K\GURFKORULGH SOHDVH VHH WKH 0HGLFDWLRQ *XLGH DYDLODEOH DW 
ZZZ�/RWURQH[5(06�FRP 

3OHDVH YLVLW ZZZ�/RWURQH[5(06�FRP IRU IXUWKHU LQIRUPDWLRQ� 
/27����� ����� 
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